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Vykdant sutartj pasitelksiu Siuos subtickéjus (subteikéjus):

Subtiekéjo (-y) pavadinimas (-ai)
Subtiekéjo (-y) adresas (-ai)
Isipareigojimy dalis (procentais), kuriai ketinama pasitelkti
subtiekéja (-us)
Sutarties objekto dalis (-ys), kuriai(-oms) ketinama
pasitelkti subtiekéja (-us)

Pastaba: pildyti tuomet, jei sutarties vykdymui bus pasitelkti subtiekéjai.

1. Siuo pasitilymu pazymime, kad sutinkame su visomis pirkimo salygomis, nustatytomis:

1.1. atviro konkurso skelbime, paskelbtame Viesyjy pirkimy jstatymo nustatyta tvarka,;

1.2. kituose pirkimo dokumentuose (jy paaiskinimuose, papildymuose).

2. PasiraSydamas CVP IS priemonémis pateikta pasitlymg saugiu elektroniniu parasu,
patvirtinu, kad dokumenty skaitmeninés kopijos ir elektroninémis priemonémis pateikti duomenys yra
tikri.

3. Mes sitilome 2 priede ,,Techniné specifikacija“ nurodytas vienkartines priemones chirurgijai
ir patvirtiname, kad miisy sitlomos prekés atitinka visus Siose konkurso sglygose nurodytus keliamus
reikalavimus (pateikiame uzpildyta 2 prieda ,,Techniné specifikacija®).

4. Teikdami §j pasiiilymg patvirtiname, kad esame tinkamai jsisteige ir teisétai veikiame pagal
Lietuvos Respublikos jstatymus, taip pat esame atlike Visus teisinius veiksmus, butinus, kad pirkimo
sutartis biity tinkamai sudaryta ir galioty, ir turime visus teis€s aktais numatytus leidimus, licencijas,
darbuotojus, reikalingus prekéms tiekti.

5. Perkancioji organizacija laiméjusio dalyvio pasialymg, sudaryta pirkimo sutartj,
preliminarigjg sutarti ir $iy sutarciy pakeitimus, iSskyrus informacija, kurios atskleidimas priesStarauty
informacijos ir duomeny apsaugg reguliuojantiems teisés aktams arba visuomengés interesams, pazeisty


mailto:info@ambercell.eu

teisétus konkretaus tiekéjo komercinius interesus arba turéty neigiama poveikij tiekéjy konkurencijai, ne

véliau kaip per 15 dieny nuo pirkimo sutarties ar preliminariosios sutarties sudarymo ar jy pakeitimo,

bet ne véliau kaip iki pirmojo mokéjimo pagal ji pradzios Viesyjy pirkimy tarnybos nustatyta tvarka turi

paskelbti Centringje vieSyjy pirkimy informacinéje sistemoje.
Tiekéjai pasitlyme turi nurodyti, kokia pasitilyme pateikta informacija yra konfidenciali.

Siame pasialyme pateikta ir konfidenciali informacija* (Pildyti tuomet, jei bus pateikiama

konfidenciali informacija):

Eil.
Nr.

Pateikto dokumento pavadinimas Dokumentas yra jkeltas CPV IS pasitilymo lango
eilut¢je ,,Prisegti dokumentai

*Konfidencialia informacija gali buti, jskaitant, bet ja neapsiribojant, komerciné (gamybing)
paslaptis ir konfidencialieji pasitilymy aspektai. Konfidencialia negalima laikyti informacijos
nurodytos VP] 20 str. 2 d. Tiekéjas neturi teisés nurodyti, kad visa pasiiilyme pateikta informacija yra
konfidenciali. Tiekéjas turi aiSkiai nurodyti, kokie su pasitlymu pateikti dokumentai laikytini
konfidencialiais. Jei tiekéjas nenurodo konfidencialios informacijos, laikoma, kad tokios tiekéjo
pasiulyme néra.

6. Kartu su pasialymu pateikiami sie dokumentai (pasiraSydamas pasitilymag saugiu elektroniniu
parasu patvirtinu, kad dokumenty skaitmeninés kopijos yra tikros):

Eil.Nr. Pateikty dokumenty pavadinimas Dokumento puslapiy skaicius
EBVPD (Failas ,,EBVPD ir igaliojimai“) 16

: Igaliojimas (Failas ,,EBVPD ir igaliojimai‘) 1

: 230504 LoA (Failas ,,EBVPD ir igaliojimai‘) 1

: Igaliojimas AMI (Failas ,,EBVPD ir igaliojimai‘) 1

: 38 p.d. Brosiura (Failas ,,Brosiura ir CE*) 8

: EC certificate LT (Failas,,Brosiura ir CE®) 1

: EC-Certificate_EN (Failas ,,Brosiura ir CE*) 2

! Technine specifikacija 2

8

7. Pasialymas galioja iki termino, nustatyto pirkimo dokumentuose.

Jgaliotas asmuo

Lina Rusteikiené

(Tiekéjo arba jo jgalioto asmens pareigy pavadinimas)

( ParaSas) ('Vardas ir pavardé)

Dokumentg elektroniniu parasu
pasira$é LINA,RUSTEIKIENE
Data: 2023-05-04 16:37:55



MEDICININES PRIEMONES CHIRURGIJAI

TECHNINE SPECIFIKACIJA

Atviro (tarptautinio( konkurso salygy

2 priedas

Orientacinis | Siilomo parametro atitikimas
perkamas (pagal 2 stulpelyje nurodytus
kiekis per 12 | reikalavimus), konkreti S .
L o .| 1. Firminis prekés| . .
mén. ir mato | parametro reikSmé ir dinimas Mato Viso Viso
Dalies . Reikalaujamos savybés vnt. atitikimo patvirtinimas (psl. pavadinimas, vnt. kiekio PVM kiekio
Pavadinimas . " . . 2. Gamintojas, . . . .
Nr. (prekés apraSymas) pasiiilyme, puslapyje 3. Prekés kodas kaina € | kaina € | tarifas % | kaina € su
pabraukiant kiekvienos k. be PVM | be PVM PVM
. .. sy P ataloge
pozicijos kiekviena atitikima,
nurodant pozicijos numerj
pagal prasSomas specifikacijas)
1 2 3 4 5 6 7 8 9 10
38 Antgalis Vienkartinio naudojimo Iki 30 vnt. Vienkartinio naudojimo RAR Flexi Probe; 355,00 | 10650,00 | 5% 11182,50
HAL-RAR antgalis, skirtas hemorojaus antgalis, skirtas hemorojaus A.M.1 Agency for
procediirai gydymui minimaliai invaziniy gydymui minimaliai invaziniy Medical
atlikti btdu. Paskirtis — hemorojaus badu. Paskirtis — hemorojaus Innovations,
mazgus maitinanciy arterijy mazgus maitinanciy arterijy Austrija.
ligavimas ir rektoanalinés srities ligavimas ir rektoanalinés srities | Ref.: RAR2081
gleivinés atstatymas. Antgalis gleivinés atstatymas. Antgalis
su asimetrine anga, pritaikyta su asimetrine anga, pritaikyta
laipsniskam gleivinés siuvimui. laipsniskam gleivinés siuvimui.
Angos virsutingje dalyje yra Angos virSutingje dalyje yra
integruotas daviklis, kurio integruotas daviklis, kurio
pagalba elektrinis signalas pagalba elektrinis signalas
paverciamas ultragarsiniu. paveréiamas ultragarsiniu.
Tiekiant vienkartines
Pastaba: Tiekiant priemones, HAL — RAR
vienkartines priemones, HAL TRILOGY Sistema su
— RAR TRILOGY Sistema su Bluetooth technologija
Bluetooth technologija pateikiama panaudos bidu.
pateikiama panaudos budu.
1. Tiekéjas turi biti oficialus sitilomy prekiy gamintojo atstovas (jeigu pats néra gamintojas) arba turi turéti oficialy susitarimg su

tokiu atstovu dé¢l prekybos siilomomis prekeémis.

2. Tiekéjas privalo pateikti gamintojo katalogus (prekiy aprasymus), kurivose biity nurodyta prekiy kodai bei visa kita informacija,
pagrindZzianti prekés atitikimg konkurso specifikacijai. Kataloge turi biiti pabrauktas ir pazymétas atitikimas reikalaujamiems parametrams t. y.
pabraukti kiekvienos pozicijos kiekvieng atitikima, nurodant pozicijos numerj pagal praSomas specifikacijas. Katalogai (prekiy apraSymai) turi biiti
lietuviy kalba. Jei reikalaujami pridéti prie pasitilymo dokumentai negali biiti pateikti lietuviy kalba, Sie dokumentai turi biiti pateikiami originalo
kalba, pridedant sitilomy prekiy parametry vertima j lietuviy kalba.

3. Prekiy kokybé turi atitikti Europos Sgjungos ar tarptautinius standartus. Pateikiami: CE sertifikatai arba lygiaverciai dokumentai.
Pateikiama skaitmeniné dokumento kopija.



4. Perkanciai organizacijai pareikalavus nuo 1 iki 35 pirkimo dalims Tiekéjas per 3 darbo dienas privalo pateikti pavyzdzius. Nepateikus
pavyzdziy — pasitilymai bus atmesti. Pastaba - prekiy pavyzdziai yra reikalingi iSbandymui, jie negrazinami.
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38 pirkimo dalis - Antgalis HAL-RAR proceddrai atlikti

Locate. Ligate. Lift.
All with no cables.

The new wireless way to treat haemorrhoids.

The third generation of HAL-RAR equipment combines
all the advantages of these procedures with the world’s
first wireless technology for Doppler-guided treatment

of haemorrhoids.
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T R I L 0 G Y Locate. Ligate. Lift.

HAL-RAR with TRILOGY

Comfort and convenience for the patient.
Comfort and convenience for the surgeon.

The new generation TRILOGY combines all the proven advantages of the HAL-RAR procedures with the flexibility of wireless

technology.

For patients, HAL-RAR offers a safe and gentle alternative to conventional treatment methods that provides effective relief
from all the symptoms of haemorrhoids, even in the more advanced stages. Artery ligation and mucopexy of prolapsing
mucosa can be carried out in one procedure under local anaesthetic, depending on the individual patient and the prevailing

healthcare system.

For surgeons, TRILOGY gives you the benefit of Doppler-ultrasound technology with no strings attached. Literally. With a
Bluetooth ¥ connection between the unit and speaker, you can hear the system’s signals for precise, customised detection of
haemorrhoidal arteries while enjoying absolute freedom to manoeuvre the unit and attached probe as required. In addition,
the absence of a cable - which acts as an antenna for surrounding electromagnetic radiation - means the equipment is less

sensitive to interference and the arteries can be heard more clearly than ever before.

TRILOGY: The Unit.

Volume button:
Multi-level volume

4 adjustment
Mr, oo |
Ld ™
» P"“’n On/Off button
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¥
Enlarged opening

for better visibility
and easier suturing

Indicator light Battery:
Indicates the battery's
state of charge

HAL.:
Unit in position
for artery ligation

Indicator light Probe:
Indicates correct

attachment of the probe RAR:

Unit in start position
for mucopexy;
arrow indicates
direction of rotation
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Why TRILOGY?

Comfort and convenience for the surgeon.

First came HAL, then there was RAR. Now there is TRILOGY.

The new generation of HAL-RAR equipment incoporates state-of-the-art technology in a small, easy-to-handle device to give
you the highest level of operating comfort. TRILOGY offers the ultimate in flexibility: the Bluetooth® connection allows you to
rotate and manoeuvre the unit into whatever position you require before suturing through the ligation window, all with the
convenience of no bothersome cables.

Just two AA-batteries are required to power The probe fits onto the unit and is secured with
the small, handy TRILOGY Unit. After surgery, the the fixation nut before being covered by the
batteries are removed before the unit is steam- accompanying sleeve.

autoclaved ready for the next use.

The unit is Bluetooth # paired with the speaker for During surgery, high-performance LEDs provide
transmittal of the acoustic Doppler signals. Once optimal illumination and a clear view of the site.
paired, the devices only need to be switched on

and will subsequently connect automatically.
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HAL-RAR with TRILOGY

One device. All grades of haemorrhoids.

Angos virdutingje dalyje yra intésa#étas daviklis, kurio
pagalba elektrinis signalas paver¢iamas ultragarsiniu.

HAL (Haemorrhoidal Artery Ligation)

The HAL method is suitable for treating low to medium grade haemorrhoids, and is
extremely effective in addressing the symptoms of haemorrhoidal disease. The liga-
tions serve to reduce the arterial blood supply, causing the haemorrhoidal cushions
to shrink back to normal size. This method can be carried out with ease using the
TRILOGY Probe.

1. Attached to the TRILOGY Unit, the probe is introduced into the rectum
and the unit with attached probe then rotated slowly to search for arteries.
The loudest Doppler signal indicates the centre of the artery.

2. Once the first artery has been found, it is ligated using an A.M.1. Suture with
5/8 needle.

3. The unit is then turned again to locate further arteries. Once found, each artery
is ligated as described in step 2.

As a rule, between five and eight arteries will be found during the procedure.
However this number can vary from patient to patient, and will also depend on the
severity of the haemorrhoids in each case.

TRILOGY

One device. All kinds of advantages.

- New Bluetooth 3 technology

- Improved light sources for better visibility

- Clearer Doppler signal for easier artery detection
- Greater working space

RAR (Recto Anal Repair)

The RAR method is used to treat the prolapsing haemorrhoids that occur during
more advanced stages of the disease. RAR involves one or more mucopexies of
prolapsing mucosa, carried out after the haemorrhoidal arteries have been ligated.

1. The TRILOGY Unit with attached probe is placed in the starting position as for
ligation. The ligation window points towards the prolapse position requiring
treatment.

2. First, an initial stitch is made as far proximal as possible. The unit and probe
are then turned slightly to reveal more mucosa distally.

3. Now a running suture is started, and then continued with gradual turning of the
unit, leaving 7 to 10 mm between each stitch. After the last stitch, which ends
proximal of the Linea Dentata, the needle is cut off and the suture material
knotted up near the initial stitch. This causes the prolapsing tissue to be pulled
up towards the initial stitch, where it is then secured in place with a sliding knot.
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Why HAL-RAR?

Comfort and convenience for the patient.

Since the introduction of these minimally-invasive methods, over 100,000 patients have been treated with them worldwide.
The operation can be tailored to suit each individual patient and achieves excellent results in terms of effectiveness, patient-
friendliness and safety, which are reflected in the consistently high rates of patient satisfaction shown in the literature.

Considering the large number of procedures, the safety record to date is quite remarkable with not one major complication
reported as having been caused by HAL-RAR.

Effective A

- Treatment with HAL of the three main symptoms -
bleeding, itching and pain

- Treatment of the prolapse with RAR

Patient-friendly

Effectiveness

- Minimal pain
- No cutting and no open wounds

- Quick recovery and return to work

»
>

- Local anaesthesia sufficient in many cases
@ Conventional haemorrhoidectomy
@ Stapler method

- Fewer intra-operative complications Outpatient procedures

- Fewer post-operative complications © HAL-RAR

Safe

This diagram represents an assessment made by A.M.I. based partly on published data
and partly on evaluations by surgeons who have experience with the HAL and RAR
methods.

Forrest et al.
“Modern surgical treatment of haemorrhoids should be
guided by patient symptoms. It should treat these symptoms
to the patient’s satisfaction with low impact on the
individual.
DGHAL-RAR is safe, effective and well-tolerated. It reduces
the need for potentially dangerous excisional procedures.
Overall patient satisfaction following DGHAL-RAR was
high...”

Int J Colorectal Dis DOI 10.1007/s00384-010-0951-4

Scheyer et al.

"91.25% of patients would again ask for HAL treatment if
necessary and 93.75% of patients would recommend HAL to
a friend.

The HAL procedure is synonymous with a high level of
patient comfort...."

Am J Surg 191 (2006) 89-93
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HAL-RAR

The evidence.

Roka et al.

“For the first time in a study concerning DG-HAL/RAR, a multi-variate analysis was carried out to demonstrate the statistically

significant influence of various factors on parameters of efficacy. The number of PRSs [RAR, prolapse-reduction sutures] and in

particular the number of ligations [HAL] were shown to influence the recurrence of symptoms, whereas the only factor affecting

the recurrence of prolapse was the grade of disease. It is interesting to note that the only factor significantly influencing patient

satisfaction was the number of ligations [HAL].”

“...centres contributing to this study have chosen HAL-RAR as their first-line treatment for high-grade haemorrhoids owing to the

perioperative benefits, very low number of complications, good symptom control and acceptably low prolapse recurrence rate.”
Eur Surg 2013; DOI 10.1007/s10353-012-0182-8

Zagriadskiy et al.

“Patients undergoing HAL-RAR derive greater short-term benefits, while being subject to less pain and a much lower risk of

severe complications. Furthermore, they are hospitalized for a shorter length of time and may return to work earlier.”
Pelviperineology 2011; 30: 107-112

Faucheron et al.
“One of the advantages of the HAL-RAR procedure is that it can be tailored to best treat each individual case, because the
number of arterial ligations depends on the blood pulsations detected, and the number of mucopexies depends on the number
of prolapses identified. Particularly in this respect, the HAL-RAR technique would appear to be more suitable than many other
methods.”

Dis Colon Rectum 2011; 54: 226-231

Theodoropoulos et al.
"DG-HAL with the selective application of RAR is a safe and effective technique for advanced grade haemorrhoids. ”
Colorectal Dis 2010; 12: 125-134

Satzinger et al.
“The present study confirms that the RAR procedure is a very effective technique for treatment of high-grade hemorrhoids. RAR
offers a variety of advantages including improved treatment of symptoms, lower pain levels, shorter hospital stays, less time off
work and high patient satisfaction levels.”

Pelviperineology 2009; 28: 37-42

Wilkerson et al.
“Given the low complication rates and therefore the low risk, it may well be reasonable to offer DGHAL as a first line treatment”.
“With the advent of HAL-RAR (Recto-Anal Repair), outcomes for prolapse may improve and the place of PPH may also be ques-
tioned.”

Colorectal Dis 2009; 11: 394 - 400

Dorn et al.
"HAL is superior to sclerotherapy in stage | and more effective than rubber band ligation in stage Il regarding the success rate
as well as the relapse rate.”

Coloproctology 2007;29:205-10

Bursics et al.
“In conclusion, both the closed scissors hemorrhoidectomy and the DG-HAL procedure proved effective in treating hemorrhoids
in both the short and the long term.”

Int J Colorectal Dis 2004; 19: 176-80

NHS National Institute for Health and Clinical Excellence (UK)

Guidance: "Current evidence on haemorrhoidal artery ligation shows that this procedure is an efficacious alternative to
conventional haemorrhoidectomy or stapled haemorrhoidopexy in the short and medium term, and that there are no major
safety concerns. Therefore this procedure may be used provided that normal arrangements are in place for clinical governance,
consent and audit.”

NICE interventional procedure guidance 342; Issue date: May 2010 http://guidance.nice.org.uk/IPG342
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No.

1

10

11

12

Author
Procedure
Date

B

[
Roka et al.
HAL-RAR

Published 2013

Zagriadskiy et al.

HAL-RAR vs. CH

Published 2011

Faucheron et al.
HAL-RAR

Published 2011

N LA

2IN
Forrest et al.
HAL-RAR

Published 2010

u

T—

S
Theodoropoulos
etal.

HAL-RAR

Published 2010

—/

|
Satzinger et al.
HAL-RAR

Published 2009

N LA

ZIN
Wilkerson et al.
HAL

Published 2009

Walega et al.
HAL

Published 2008

Faucheron et al.
HAL

Published 2008

Dorn et al.
HAL

Published 2007
—/
/™

Scheyer et al.
HAL

Published 2006

Bursics et al.
HAL

Published 2004

Number
Title of
patients

DG-RAR for the treatment of symptomatic grade I
and grade IV haemorrhoids: a 12-month, multi-
centre, prospective observational study 184
Transanal Doppler-guided Hemorrhoidal Artery
Ligation and Recto Anal Repair vs Closed
Hemorrhoidectomy for treatment of grade IlI-IV 135
hemorrhoids. A randomized trial
Doppler-Guided Hemorrhoidal Artery Ligation and
Rectoanal Repair (HAL-RAR) for the Treatment of
Grade IV Hemorrhoids: Long-Term Results in 100 100
Consecutive Patients
Doppler-guided haemorrhoidal artery ligation
with recto anal repair: a new technique for
the treatment of symptomatic haemorrhoids 77
Doppler-Guided Haemorrhoidal Artery Ligation
(DGHAL), Rectoanal Repair (RAR), Sutured Haemor-
rhoidopexy (SHP) and Minimal Mucocutaneous 147

Excision (MMCE) for Grade IlI-IV Haemorrhoids: A
Multicenter Prospective Study of Safety and Efficacy

Recto Anal Repair (RAR): a viable new treatment
option for high-grade hemorrhoids. 83
One year results of a prospective study.

Doppler-guided haemorrhoidal artery ligation:
long-term outcome and patient satisfaction

113
Two-center experience in the treatment of
hemorrhoidal disease using Doppler-guided
hemorrhoidal artery ligation: 507
functional results after 1-year follow-up
Doppler-Guided Hemorrhoidal Artery Ligation for
the Treatment of Symptomatic Hemorrhoids: 100
Early and Three-Year Follow-up Results in
100 Consecutive Patients
5 Years of HAL: Experience and Long-Term Results.
A Prospective Study 200
Doppler-guided hemorrhoidal artery ligation

308

Comparison of early and 1-year follow-up
results of conventional hemorrhoidectomy and

. I . 60
hemorrhoid artery ligation: a randomized study

* No differentiation made between grades for the purposes of the study
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Order Code

TRI2010

TRI2110

TRI2210

e

TRI2220

RAR2081

TRI2070

AHN 006
T—

AHK 007

e

AHAL 70

A.M.I. Headquarters:
A.M.I. GmbH

Im Letten 1

6800 Feldkirch

Austria

t +43 5522 90505-0

f +43 5522 90505-4006
e info@ami.at
www.ami.at

Product

TRILOGY Unit (Wi-3 HAL-RAR Unit)

System for performing HAL-RAR procedures
with integrated Bluetooth §technology.

Set consists of:
- Doppler-ultrasound electronic unit with
integrated Bluetooth §transmitter

-TRI2020  Wi-3 Battery Cap
-TRI2030  Wi-3 Fixation Nut
- TRI2040  Wi-3 Battery Set

TRILOGY Wi-3 Speaker

Bluetooth § loudspeaker for optimal acoustic replay
of signals from the TRILOGY Unit (TRI2010) during
HAL-RAR procedures.

Adapter

USB adapter for connecting the speaker.

Connector (Europe)
Replaceable connector for connection to Adapter.

38 p.d. Antgalis HAL-RAR proceddrai atlikti

RAR Flexi Probe

Disposable probe and sleeve set for performing HAL

and RAR procedures.

Probe with asymmetric design for the gradual release

of mucosa.

TRILOGY Arm
Reusable holder to enhance holding position
for the assistance during surgery.

A.M.I. HAL Needleholder

Stainless steel needleholder designed specially to fit

the ligation groove inside the probes.

A.M.I. HAL Knotpusher
Stainless steel knotpusher to facilitate knot tying
inside the probes.

A.M.I. HAL Suture
Suture material for HAL and RAR procedures.

Technical Details

- High-performance LEDs for excellent
visibility

- New Doppler-ultrasound technology for
quick, precise artery detection

- New Bluetooth@technology for cable-free
surgery

Multi-use (50 applications)
Delivered non-sterile, steam autoclavable
Batteries: 2 units, AA NiMH, 2100 mAh

1 speaker with power cable

1 unit

1 unit,

TRI2220 Connector (Europe)
TRI2230 Connector (UK)
TRI2240 Connector (Korea)
TRI2250 Connector (Australia)
TRI2260 Connector (IEC)
TRI2270 Connector (USA)
TRI2280 Connector (Argentina)
TRI2290 Connector (China)

5 sets / box

Delivered sterile

1 unit,
Delivered non-sterile, steam autoclavable

1 instrument,

Delivered non-sterile, steam autoclavable

1 instrument,
Delivered non-sterile, steam autoclavable

36 sutures / box

5/8 circle needle
Synthetic, absorbable, 2/0
75 cm long

Delivered sterile

International patent filed / pending / granted
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